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I.   PURPOSE: 
This document establishes the basis for decisions made regarding the Applicable 
Requirements, Emission Factors, Monitoring Plan and Compliance Status of Emission Units 
covered within the Operating Permit proposed for this site.  It is designed for reference during 
review of the proposed permit by the EPA and during Public Comment.  This narrative is 
intended only as an adjunct for the reviewer and has no legal standing. Conclusions in this 
document are based on information provided in the modification application submittals of 
October 20, 2000 and January 26, 2001. 
 
Any revisions made to the underlying construction permits associated with this facility in 
conjunction with the processing of this operating permit application have been reviewed in 
accordance with the requirements of Regulation No. 3, part B, Construction Permits, and have 
been found to meet all applicable substantive and procedural requirements. This operating 
permit incorporates and shall be considered to be a combined construction/operating permit 
for any such revision, and the permittee shall be allowed to operate under the revised 
conditions upon issuance of this operating permit without applying for a revision to this permit 
or for an additional or revised Construction Permit. 
 
II.  Modification Description: 
In October, 2000 Roche applied for minor modifications to the operating permit in order to add 
new equipment for production of a new product. Revisions to incorporate the minor 
modification are listed in Appendix F of the permit. 
 
Subsequent to the minor modification request, a request for administrative amendments was 
submitted on January 26, 2001. Issuance of the Minor Modification was delayed in order to 
incorporate the requested administrative amendments. Administrative amendments are as 
follows. 
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CONDENSER TEMPERATURE MONITORS  
The issued permit was silent regarding temperature monitoring when a monitor is not working 
or malfunctions during production. Section II.11.1 is revised to indicate that a purge test will be 
performed when such malfunctions occur. This is a more stringent monitoring requirement, and 
therefore qualifies as an administrative amendment. 
 
NEW PROCESS STARTUP 
The issued permit did not provide for deviations that occur during start up of new processes. 
Section II.2.4 of Appendix K is revised to indicate that deviations during startup of a new 
process must be recorded within 7 days of startup of a new process. In addition, any 
necessary changes in condenser temperature or other data must be recorded within 7 days of 
startup. Appendix B, Part II is also revised to allow for identification of new process startup 
deviations. This requires more frequent recordkeeping/reporting, and therefore qualifies as an 
administrative amendment. 
 
PORTABLE STORAGE CONTAINERS CLARIFICATION 
The Roche facility includes portable containers adjacent to process buildings which are used 
in the production process. No revisions are made to the operating permit regarding this item, 
however, clarification regarding applicability of Regulation No. 7, Section III is provided as 
follows. 
 
Regulation No. 7, Section III(A) sets forth the requirements for maintenance of storage tanks. 
Section III(B) sets forth the requirements for the transfer of volatile organic compounds (VOCs) 
and requires that all VOC ‘transferred to any tank, container, or vehicle compartment with a 
capacity exceeding 212 liters (56 gallons) shall be transferred using submerged or bottom 
filling equipment. For top loading, the fill tube shall reach within six inches of the bottom of the 
tank compartment. For bottom-filled operations, the inlet shall be flush with the tank bottom.” 
This requirement is often met by installation of a dip tube. At the Roche facility, Regulation 7, 
Section III(A) and (B) are applicable to the storage tanks that provide raw materials to multiple 
batch processes or accept solvent for recovery from multiple batch processes; these tanks are 
located in the centralized storage tank farms. If RCC collects to-be-recovered solvent from 
multiple processes in a storage tank outside of these tank farms, this storage tank would be 
subject to Sections III(A) and (B). Sections III(A) and (B) are also applicable to portable 
containers. Upon the effective date of 40 CFR Part 63, Subpart GGG, the MACT standards for 
storage tanks will also be applicable to the centralized tank farms. 
 
The stated application of Regulation No. 7 is consistent with the pharmaceutical MACT rule 
found at 40 CFR Part 63 Subpart GGG. Under Subpart GGG, only tanks that provide raw 
materials to multiple processes, or accept solvent for recovery from multiple processes, are 
considered storage tanks (see discussion at 65FR19158, attached). 
 
Day tanks and other tanks adjacent to and in production buildings are more commonly directly 
associated with a single process. Under Subpart GGG, tanks associated with a single 
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pharmaceutical process are considered part of the process, and therefore must meet the 
process emission control requirements, (e.g., 93% or 98% overall control of hazardous air 
pollutants for the process). Also, pharmaceutical process vessels adjacent to and in 
production buildings falling under Regulation 7, Section XIV control requirements for 
pharmaceutical synthesis (where XIV.B.1 applies to reactors, distillation operations, 
crystallizers, centrifuge and vacuum dryers, and Section XIV.B.6 applies to all in-process 
tanks). Therefore, pharmaceutical process vessels adjacent to and in process buildings at 
Roche will be controlled under Regulation 7, Section XIV standards and under the Subpart 
GGG process vent standard, when it becomes effective. 
 
(Note: The effective date for Subpart GGG has been changed to October 21, 2002.) 


